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EISAI PRESENTS FULL RESULTS OF LECANEMAB PHASE 3 CONFIRMATORY CLARITY AD 

STUDY FOR EARLY ALZHEIMER’S DISEASE AT 
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Inc. (Nasdaq: BIIB, Corporate headquarters: Cambridge, Massachusetts, CEO: Christopher A. Viehbacher, 

"Biogen") announced today that 
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placebo at 18 months by -0.45 (95% Confidence Interval (CI): -0.67, -0.23; P=0.00005), representing a 

27% slowing of decline. Starting as early as six months (difference: -0.17 [95% CI: -0.29, -0.05]; P<0.01), 

and increasing in absolute difference over time across all time points every 3 months, the treatment showed 

highly statistically significant changes in CDR-SB from baseline compared to placebo (all p-values are less 

than 0.01) (Figure 1).  

All key secondary endpoints also showed highly statistically significant results compared with placebo 

(P<0.001). In the amyloid PET sub-study, treatment with lecanemab showed statistically significant 

reduction in amyloid plaque burden at all timepoints starting at 3 months. Mean change in Centiloids at 18 

months was -55.5 and 3.6 for lecanemab and placebo groups, respectively (mean difference: 
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Safety Results of Clarity AD  



   

 

4 

Clarity AD Results in Context 

https://www.eisai.com/ir/library/presentations/index.html
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4 ADCS MCI-ADL assesses the competence of patients with MCI in activities of daily living (ADLs), based on 24 

questions to the patient’s partner about actual recent activities of daily living.  
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[Notes to editors] 

 

1. About Clarity AD 

Study title A Study to Confirm Safety and Efficacy of Lecanemab in Participants With Early AD 

(Clarity AD) 

Study population 1,795 participants with mild cognitive impairment (MCI) due to AD and mild AD 

(collectively known as early AD) with 
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2. About Lecanemab  

Lecanemab is an investigational humanized monoclonal antibody for AD that is the result of a strategic research alliance 

between Eisai and BioArctic. Lecanemab selectively binds to neutralize and eliminate soluble, toxic amyloid-beta (Aβ) 

aggregates (protofibrils) that are thought to contribute to the neurodegenerative process in AD. As such, lecanemab 

may have the potential to have an effect on disease pathology and to slow down the progression of the disease. 

Currently, lecanemab is being developed as the only anti- Aβ antibody that can be used for the treatment of early AD 

without the need for titration. The Phase 2 clinical study (Study 201) in early AD subjects demonstrated reduction of 

brain Aβ accumulation (P<0.0001) and slowing of disease progression measured by ADCOMS (P<0.05) based on the 

pre-specified analysis at 18 months of treatment. The study did not achieve its primary outcome measure* at 12 months 

of treatment. The Study 201 open-label extension was initiated after completion of the Core period and a Gap period 

off treatment of 9-59 months (average of 24 months, n=180 from core study enrolled) to evaluate safety and efficacy 

and is underway.  

 

Since July 2020 the Phase 3 clinical study (AHEAD 3-45) for individuals with preclinical AD, meaning they are clinically 

normal and have intermediate or elevated levels of amyloid in their brains, is ongoing. AHEAD 3-45 is conducted as a 

public-private partnership between the Alzheimer’s Clinical Trial Consortium that provides the infrastructure for 

academic clinical trials in AD and related dementias in the U.S, funded by the National Institute on Aging, part of the 

National Institutes of Health, Eisai and Biogen.  

 

Since January 2022, the Tau NexGen clinical study for Dominantly Inherited AD (DIAD), that is conducted by 

Dominantly Inherited Alzheimer Network Trials Unit (DIAN-TU), led by Washington University School of Medicine in St. 

Louis, is ongoing.   

 

Furthermore, Eisai has initiated a lecanemab subcutaneous dosing Phase 1 study.  

 

In July 2022, the U.S. Food and Drug Administration (FDA) accepted Eisai’s Biologics License Application (BLA) for 



http://www.eisai.com/
https://twitter.com/Eisai_SDGs
http://www.biogen.com/
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as of the date of this news release. Biogen does not undertake any obligation to publicly update any forward-looking 

statements, whether as a result of new information, future developments or otherwise. 
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